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DETAILED ACTION 

Amendment filed on April 15, 2008 has been acknowledged. Claims 1, 9-13, 15- 
19, 24-26 and 29-30 are pending. 

Response to Amendment 

Rejection of Claims 1-2, 13, 25-26 and 29-30 as being anticipated by DePrince 
(US 50081 12) has been withdrawn in light of applicants' amendments. 

Rejection of Claims 9-12 as being unpatentable over DePrince in view of 
Kopaciewicz (US 6048457) has been withdrawn in light of applicants' amendments. 

Rejection of Claims 15-18 as being unpatentable over DePrince in view of 
Zaffaroni (US 3993072) has been withdrawn in light of applicants' amendments. 

Rejection of Claims 19 and 24 as being unpatentable over DePrince has been 
withdrawn in light of applicants' amendments. 

Claim Rejections - 35 USC § 102 

1 . The following is a quotation of the appropriate paragraphs of 35 U.S.C. 1 02 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
States. 

2. Claims 1, 13, 25-26 and 29-30 are rejected under 35 U.S.C. 102(b) as being 
anticipated by Zaffaroni (US 3993072). 

Zaffaroni teaches a drug delivery device. The drug delivery device comprises a 
body (10) which defines an interior chamber/reservoir (12) and a delivery port/ (See 
Figure 3) fluidly connected with the chamber/reservoir (12). The chamber/reservoir (12) 
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holds a reagent solution (14). The device further comprises a reagent permeable 
membrane/microporous material (1 1) in fluid communication with the chamber/reservoir 
(12) and the delivery port/ (See Figure 3). Applicant further recites "the delivery port, 
through which reagent passes when the delivery port is in fluid communication with the 
target material, such that substantially no volume change occurs in the target material 
during delivery of the reagent to the target material" is clearly a functional limitation. It is 
reminded that applicants are claiming apparatus claims. Functional or method 
limitations are not of any patentable significance in apparatus claims. Zaffaroni teaches 
the claimed structure and therefore is capable of performing the claimed function. 
Zaffaroni further teaches a matrix material (13) dispersed through the body being 
contact with the reagent permeable membrane/microporous material (11). The reagent 
(14) diffuses through the matrix material (13) to the delivery port (See Figure 3). The 
membrane (1 1 ) includes a plurality of holes (15) which define through passages through 
the membrane (1 1 ). In Figure 3, the membrane (1 1 ) is the delivery port. With respect 
to Claim 25, Zaffaroni further teaches a control system/operator that is capable of 
calculating a delivery time for preparing a target solution of a preselected reagent 
concentration. With respect to Claim 26, the target material comprises a liquid. With 
respect to Claim 29, It is inherent depending on where the device is applied there is a 
hydrophobic coating on an exterior surface of a body. With respect to Claim 30, 
Applicants recite, "the reagent diffuses from the delivery device into the target material 
with substantially no volume change in the target material." Again, It is reminded that 
applicants are claiming apparatus claims. Functional or method limitations are not of 
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any patentable significance in apparatus claims. Zaffaroni teaches the claimed 
structure and therefore is capable of performing the claimed function. 

Claim Rejections - 35 USC § 103 

3. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

4. The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1 , 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

5. This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 1 03(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 1 03(a). 
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6. Claims 9-12 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zaffaroni in view of Kopaciewicz (US 6048457). 
Refer above for the teachings of Zafforoni. 

With respect to Claim 9, Zaffaroni fails to teach a body that narrows intermediate 
the delivery port and the chamber. 

With respect to Claim 10, Zaffaroni fails to teach the delivery port has a diameter 
of from about 10 to about 300 microns. 

With respect to Claim 1 1 , Zaffaroni fails to teach the membrane has a thickness 
of less than about 100 microns. 

With respect to Claim 12, Zaffaroni fails to teach the membrane has a thickness 
of from about 2-50 microns. 

Kopaciewicz teaches a pipette. The pipette tip comprises a body that narrows 
intermediate a delivery port and a chamber. (See Figure 2A) The delivery port has a 
diameter of from about 10 to about 300 microns. (See Col. 5, Lines 20-45) 
Kopaciewicz further teaches a membrane having a thickness of from about 2-50 
microns. (See Col. 5, Lines 20-45) 

With respect to Claim 9, It would have been obvious to a person of ordinary skill 
in the art to modify the device of Zaffaroni to provide a body that narrows intermediate 
the delivery port and the chamber as exactly taught by Kopaciewicz in order to obtain a 
common sample size of 0.1-10 micrograms more effectively provided using a 
micropipette which is conventional shaped to provide a narrowed tip portion. (See Col. 
1, Lines 52-60) 
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With respect to Claim 10, Zaffaroni is does not explicitly disclose the delivery port 
has a diameter of from about 1 0 to about 300 microns. It would have been obvious to a 
person of ordinary skill in the art to modify the device of Zaffaroni to provide a delivery 
port that has a diameter of from about 10 to about 300 microns in order to obtain the 
desired amount of reagent. 

With respect to Claims 1 1 and 12, it would have been obvious to a person of 
ordinary skill in the art to modify the device of Zaffaroni to provide a membrane that has 
a thickness of from about 2-50 microns in order obtain suitable residence times of the 
reagent in the composite structure or membrane during operation. 
7. Claim 15-18 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Zaffaroni. 

Refer above for the teachings of Zaffaroni. 

With respect to Claims 15-18, Zaffaroni fails to teach the holes/pores have a 
diameter of about 10-20 microns. 

Zaffaroni teaches microporous drug delivery device. Zaffaroni teaches 
calculating different pore diameters depending on the quantity of liquid flowing out of the 
device. (See Col. 10, Lines 39-65) (See Col. 9, Lines 1-68) 

With respect to Claims 15-18, it would have been obvious to a person of ordinary 
skill in the art to modify the device of Zaffaroni to provide a membrane that has 
holes/pores having a diameter of about 10-20 microns in order to effectively transfer the 
reagent/drug from the device by transferring drug (by diffusion) through the media in the 
pores of the wall to a drug recipient. 



Application/Control Number: 10/682,168 Page 7 

Art Unit: 1797 

8. Claims 19 and 24 are rejected under 35 U.S.C. 103(a) as being unpatentable 
overZaffaroni. 

Refer above for the teachings of Zaffaroni. 

Zaffaroni fails to teach an agitator and a heating or cooling device. 

With respect to Claim 19, Agitators are conventionally known in the art. It would 
have been obvious to a person of ordinary skill in the art to modify the device of 
Zaffaroni to provide an agitator in order to obtain complete mixing of the solution. 

With respect to Claim 24, Heating and cooling devices are conventionally known 
in the art. It would have been obvious to a person of ordinary skill in the art to modify 
the device of Zaffaroni to provide a heater or a cooler depending on the desired 
reagent. 

Response to Arguments 

9. Applicant's arguments with respect to claiml , 9-1 3, 1 5-1 9, 24-26 and 29-30 have 
been considered but are moot in view of the new ground(s) of rejection. Refer above. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to JYOTI NAGPAUL whose telephone number is (571)272- 
1273. The examiner can normally be reached on Monday thru Friday (10:00-7:30). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Jill Warden can be reached on 571-272-1267. The fax phone number for 
the organization where this application or proceeding is assigned is 571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
/Jill Warden/ 

Supervisory Patent Examiner, Art Unit 1797 
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